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Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 

has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 2/23/09 has been entered. 

Claim Objections 

Claims 17 and 19-21 are objected to because of the following informalities: The status 
identifiers are incorrect because these claims are not withdrawn. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 22/21, 23-26 and 36-38 are rejected under 35 U.S. C. 103(a) as being unpatentable 
over Pacetti et al (US 2005/0074544) in view of Shibata (JP 1 1-1 1 1423). 

Pacetti provides for a system for direct coating of a cylindrically shaped object or stent 
(22) having a tubular portion with an outer surface, wherein the system comprises a coating 
material source containing a coating material comprising a solvent and a biologically active 
material [0063+]; a first roller member (78) having a rotatable surface; and a second roller (76) 
with a doctor (84) having a siirface, wherein the first roller is situated relative to the coating 
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material source so that the coating material in the coating material source can be transferred to 
the stent (see Fig. 10 as an example). Pacetti is silent concerning the use of an indirect coating 
system wherein the second coating roller is situated relative to the first coating roller to transfer 
coating material from the source to the first coating roller then to the second coating roller to 
result in coating of the stent. However, it was known in the coating art, at the time the invention 
was made to provide for an indirect roller coating arrangement to enable a more metered coating 
of a cylindrically shaped object as evidenced by Shibata (See abstract and Fig. 5). Shibata sets 
forth a conventional indirect coating apparatus comprising a coating material source (501) 
containing a desired coating material; a first roller (201) having a surface; and a second roller 
(301) having a surface, wherein the first roller is situated relative to the coating material source 
so that the coating material in the coating material source can be transferred to the first roller 
surface; the first roller and second roller are situated relative to each other so that the first roller 
can transfer the coating material transferred to the first roller surface to the second roller surface, 
and the second roller is situated relative to the cylindrical member (32) so that the second roller 
can transfer the coating material transferred to the second roller surface to the outer surface of 
the cylindrical member. Thus, it would have been obvious to one of ordinary skill in the art to 
utilize an indirect coating arrangement as taught by Shibata in place of the Pacetti direct coating 
arrangement as an alternative arrangement for coating the stent to allow for a more metered 
supply of coating material onto the surface of the stent thereby enhancing uniformity in coating 
on the surface of the stent. 

With respect to claim 21, while Pacetti does teach a grooved roller surface [0045], Pacetti 
is silent concerning the use of a transfer roller arrangement wherein the surface of the second 
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roller is grooved. However, Shibata provides the surface of the second roller (301) being grooved 
as illustrated in Fig. 4a/b relative to the smooth surface of the first roller (201). In light of the 
teachings of Shibata, it would have been obvious to one of ordinary skill in the art to utilize in 
the indirect coating apparatus as defined by the combination above, a second grooved roller in 
order to control the amount of coating material applied to the stent. 

With respect to claim 23, Pacetti does not suggest the surface of the second roller is 
rougher than the surface of the first roller. Shibata provides for the surface of the second roller 
(301) being rougher than the surface of the first roller (201) because the surface of the second 
roller has protrusions thereon as illustrated in Fig. 4a/b relative to the smooth surface of the first 
roller (201). The surface of the first roller contacts the surface of the second roller and the 
surface of the second roller contacts the outer surface of the cylindrical member (32). It would 
have been obvious to one of ordinary skill in the art to utilize in the indirect arrangement a 
second rougher roller as taught by Shibata to coat the stent with a controlled/minimal amount of 
coating material. 

With respect to claims 25 and 26, Pacetti provides for a single metering doctor (84) but 
not a supplemental metering mechanism for removing excess coating material. However, 

Shibata provides for dual metering mechanisms in the form of two blades mechanisms (500/100) 
for removal of excess coating material from the surface of the first roller (201) so as to control 
the amount of coating material applied to the cylindrical member. Since dual metering 
mechanisms are know for use in removing coating from the surface of a single roller applicator, 
it would have been within the purview of one skilled in the art to utilize any known and 



Application/Control Number: 10/797,704 Page 5 

Art Unit: 1792 

conventional metering mechanisms and combinations thereto to remove excess coating from the 
surface of the first roller. 

With respect to claims 36 and 37, see Pacetti [0067]. 

Claims 17 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Pacetti 
et al (US 2005/0074544) in view of Shibata (JP 1 1-1 1 1423) as applied to claim 22 above and 
fiirther in view of Pacetti (US 7,175,874). 

The combined teachings of Pacetti '544 with Shibata would suggest a coating source in 
the form of a reservoir. Neither Pacetti '544 nor Shibata suggest two fluid communicating 
sources (i.e., two tanks or two reservoirs or main tank/sub tank) to act as a supply for coating 
material. However, it was known in the coating art, at the time the invention was made to 
provide in a stent coating material supply arrangement, the provision of separate 
reservoirs/tanks/sources supplied/circulated to a mixing means for subsequent application to the 
stent so as to allow for control in concentration of ingredients used to coat the stent as evidenced 
by Pacetti '874 (col. 2, lines 47-52 and col. 3, lines 27-43). It would have been obvious to one of 
ordinary skill in the art to provide the stent coating material supply arrangement as taught by 
Pacetti '874 in indirect arrangement as defined by the combination above in order to allow for 
control of the concentration of ingredients used to form the final composition for application to 
the stent. 
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Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pacetti et al (US 
2005/0074544), Shibata (JP 1 1-1 1 1423), and Pacetti (US 7,175,874) as applied to claim 17 
above and further in view of view of LayroUe et al (US 2001/0008649). 

The teachings of Pancetta '544, Shibata, and Pancetta '874 have been mentioned above 
but none teach or suggest the use of one source or reservoir being a fermentor containing cells. 
However, it was known in the stent coating art at the time the invention was made, to provide for 
a source/reservoir to be in the form a fermentor system such as one used for culturing cells so as 
to be used to coat the stent as evidenced by LayroUe [0037]. In light of the teachings of LayroUe, 
one of ordinary skill in the art would readily appreciate the inclusion of at least one source 
having appropriate materials to effect a fermentor as one used in culturing cells to be used to 
apply such materials to the surface of the stent in the indirect arrangement as defined by the 
combination above as another option of therapeutic coating material for appUcation to the stent. 
The inclusion of cells, as a part of a biological coating material, would be within the purview of 
one skilled in the art. 

Claims 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over Pacetti et al 
(US 2005/0074544) in view of Shibata (JP 1 1-1 1 1423) as applied to claim 22 above and further 
in view of Kirk Othmer. 

The teachings of Pacetti and Shibata have been mentioned above but neither teach or 
suggest heating/drjdng the coating on the stent. However, it is well known and conventional in 
the coating art to use a radiation source (i.e., UV Ught) to dry or cure an appUed coating as 
evidenced by Kirk Othmer (see page 616, under the heading, "Curing With Ultraviolet,...". In 
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light of the teachings of Kirk Othmer, one of ordinary skill in the art would readily appreciate the 
use of an appropriate drying source including UV light, to dry or cure an applied coating to the 
stent in the indirect coating arrangement as defined by the combination above. It would be within 
the purview of one skilled in the art to use an appropriate source of energy in the arrangement as 
defined by the combination above in accordance with the type of coating material applied to the 
stent. 

Claims 39 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pacetti et al (US 
2005/0074544) in view of Shibata (JP 1 1-1 1 1423) as applied to claim 22 above and fiirther in 
view of Pomper (US 2,842,092). 

The teachings of Pacetti and Shibata have been mentioned above but neither teach or 
suggest at least one of the first and second roller being adjustable to control the distance between 
the rollers and thereby control the thickness of coating applied to the stent. However, it is well 
known and conventional in the coating art to provide at least one adjustable roller (9, 33) 
provided in a roller pair to control the distance between the two rollers so as to control the 
thickness of coating supplied on a substrate or article as evidenced by Pomper (col. 3, lines 61- 
65). It would have been obvious to one of ordinary skill in the art to provide at least one 
adjustable roller provided in the roller pair (first roller or second roller) in the indirect 
arrangement as defined by the combination above in order to control the distance between the 
two rollers so as to control the thickness of coating supplied on the stent. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nadine Norton can be reached on (571) 272-1465. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Laura Edwards/ 
Primary Examiner 
Art Unit 1792 
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May 11,2009 



